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DETAILED ACTION 

1 . This action is in response to applicant's amendment received on December 23, 
2009. 

2. Claims 4 and 1 1 are objected to because of the following informalities: claims 4 
and 1 1 both state that the lower cap further comprises an extension of a lower semi- 
cylindrical surface residing within the channel. Claim 1 states that the lower cap 
includes a first lower semi-cylindrical surface that engages the rod and an extension 
positioned with the channel having a second lower semi-cylindrical surface. Since the 
extension is positioned within the channel the lower semi-cylindrical surface already has 
a portion located in the channel making the limitations of claims 4 and 1 1 duplicate 
limitations. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 4, 10, 11, 13-15, 55-59, and 61-67 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

5. Claim 4 recites the limitation "...further comprises an extension of said lower 
semi-cylindrical surface..." in lines 1-2. Claim 1 states the lower cap includes two lower 
semi-cylindrical surfaces, the first semi-cylindrical surface and the second semi- 
cylindrical surface, and the claim is unclear which semi-cylindrical surface is being 
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referenced. The examiner will interpret the semi-cylindrical surface of claim 4 as 
reference the second lower semi-cylindrical surface for examination purposes. 

6. Claim 10 recites the limitation "...further comprising a head disposed at said 
distal end..." in line 2. Claim 1 states the distal end of the bone screw engages a bone 
making the claim unclear. The examiner will interpret the head of the screw being 
disposed at the proximal end of the bone screw for examination purposes. 

7. Claim 1 1 recites the limitation ". . .further comprises an extension of said lower 
semi-cylindrical surface..." in lines 1-2. Claim 1 states the lower cap includes two lower 
semi-cylindrical surfaces, the first semi-cylindrical surface and the second semi- 
cylindrical surface, and the claim is unclear which semi-cylindrical surface is being 
referenced. The examiner will interpret the semi-cylindrical surface of claim 1 1 as 
reference the second lower semi-cylindrical surface for examination purposes. 

8. Claim 55 recites the limitation "...wherein said extension member protrudes from 
other structure of said lower cap. . ." in lines 15-16. The claim is unclear on what "other 
structure" references and is not clear as to the location the extension member protrudes 
from the lower cap. The examiner will interpret the limitation as the extension member 
protrudes from the lower cap for examination purposes. 

9. Claim 62 recites the limitation "...wherein said extension member protrudes from 
other structure of said lower cap..." in lines 8-9. The claim is unclear on what "other 
structure" references and is not clear as to the location the extension member protrudes 
from the lower cap. The examiner will interpret the limitation as the extension member 
protrudes from the lower cap for examination purposes. 
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Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

11. Claims 1-4, 10, 11, 55-59, and 61-68 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Barker (U.S. Patent 6,660,004) in view of Vienney (WO 
03/024343) and in view of Puno (U.S. Patent 5,360,431). 

Barker discloses a device (see Figure 7 for an example) comprising a polyaxial 
bone screw (50), a rod (R) having a diameter defining a first dimension, a housing (30, 
70, 90, etc.), and a locking assembly (120). The bone screw includes a proximal end 
that engages a driving device and a distal end that engages bone. The proximal end of 
the bone screw includes a head having an aspheric upper surface, i.e. the specification 
discloses the upper surface of the head may only have knurls or a roughened surface 
(column 5 lines 43-45) proving an aspheric surface, i.e. not perfectly sphere shaped. 
The housing is coupled to the proximal end of the bone screw and includes opposing 
spaced apart flanges that extend longitudinally and define a channel that receive the 
rod. The flanges include an outer surface and an inner surface with female threads on a 
portion of the inner surface. The locking assembly locks the rod to the housing in 
contact with the proximal end of the bone screw. The rod is inserted into the channel of 
the housing and the locking assembly is inserted into the channel of the housing, 
wherein a driving instrument is inserted into the cavity of the locking assembly and 
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rotates the locking assembly thereby engaging at least a portion of a male thread with 
the female threads of the housing causing the locking assembly to translate 
longitudinally into the housing and in contact with the rod, which forces the rod into a 
locked relationship with the proximal end of the bone screw to prevent angular 
movement of the bone screw relative to the housing (see column 8 lines 28-37). Barker 
fails to disclose the device having a locking assembly that includes an upper cap and a 
lower cap and the lower cap of the locking assembly including an extension. 

Regarding the locking assembly including an upper cap and a lower cap, Barker 
discloses a device comprising a locking assembly as discussed above. Vienney teaches 
a device (see Figure 1 for an example) comprising a bone anchor integrally formed with 
a housing having an inner surface with female threads, a rod, and a locking assembly, 
wherein the locking assembly includes an upper cap (4) having male threads (41 ) and 
an inner cavity having a second profile passing through the upper cap from a upper 
surface to a lower surface that includes an opening to receive a post (33) having a first 
profile that is geometrically similar to the second profile (see Figure 5), a lower cap (3) 
having a lower semi-cylindrical surface that engages the rod, wherein the post joins the 
upper cap to the lower cap and allows free rotational movement of the caps relative to 
one another such that a driving instrument inserted into the inner cavity rotates the 
upper cap relative to the lower cap about the post to engage the male threads with the 
female threads to longitudinally translate the locking assembly within the housing and 
into contact with the rod in order to force the rod into a locked relationship with the 
housing. Because both Barker and Vienney teach devices including locking assemblies 
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positioned within a housing to force a rod into a locked relationship with the housing, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to substitute one locking assembly for the other in order to achieve the 
predictable results of forcing a rod into a locked relationship with the housing. 

Regarding the lower cap including an extension, Puno teaches a device (see 
Figures 4-7 for an example) comprising a bone anchor, a housing including opposing 
flanges defining a channel, and a locking assembly, wherein the locking assembly 
includes an upper cap (27) and a lower cap (25) having a semi-cylindrical surface (72) 
that engages a rod and an integral extension (46/47) that protrudes from the lower cap 
into the channel of the housing and includes an extension of the semi-cylindrical surface 
in order to help align the lower cap relative to the rod. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to provide the 
device of Barker as modified by Vienney wherein the lower cap further includes an 
extension in view of Puno in order to help align the lower cap relative to the rod. 

Regarding the upper cap and the lower cap being received within the housing in 
no more than two orientations, the Puno reference discloses the lower cap having two 
extension that help align the lower cap with the rod and will only allow the lower cap into 
the housing if the extensions are aligned within the channel, which also allows the upper 
cap to only engage the threads of the housing when the lower cap is properly aligned 
with the housing. Therefore, the device of Barker as modified by Vienney as further 
modified by Puno discloses a device wherein the lower cap can inserted into the 
housing in no more than two orientations. 
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Regarding the post being symmetrical about a longitudinal axis/plane, the claims 
are not specific on which longitudinal axis/plane the post is symmetrical about. Vienney 
teaches a post that has a longitudinal axis/plane that is perpendicular to the longitudinal 
axis/plane of the rod. Therefore, the device of Barker as modified by Vienney as further 
modified by Puno discloses a device wherein the post is symmetrical about a 
longitudinal axis/plane. 

Regarding the post being asymmetrical about a longitudinal axis/plane, the 
claims are not specific on which longitudinal axis/plane the post is asymmetrical about. 
Vienney teaches a lower cap having a longitudinal axis/plane that is parallel with the 
longitudinal axis/plane of the rod and can be interpreted as further including a 
longitudinal axis/plane that is offset from the longitudinal axis of the lower cap at a 
distance equal to the height of the lip on the post, wherein the post would be 
asymmetrical about the offset axis/plane. Therefore, the device of Barker as modified by 
Vienney as further modified by Puno discloses a device wherein the post is 
asymmetrical about a longitudinal axis/plane. 

12. Claims 6-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Barker (U.S. Patent 6,660,004) in view of Vienney (WO 03/024343) further in view of 
Puno (U.S. Patent 5,360,431 ) further in view of Tsou (U.S. Patent 5,1 76,678). 

The device of Barker as modified by Vienney as further modified by Puno 
discloses the invention as claimed except for the bone anchor comprising a hook. The 
device of Barker as modified by Vienney as further modified by Puno discloses a device 
comprising a bone screw as discussed above. Tsou teaches a device comprising a 
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bone anchor, a rod, a housing, and a locking assembly, wherein the bone anchor can 
be either a polyaxial bone screw or a polyaxial hook in order to anchor the device to a 
bone. Because both the device of Barker as modified by Vienney as further modified by 
Puno and the device of Tsou both disclose bone anchors for anchoring a device to a 
bone, it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to substitute one bone anchor, i.e. a bone screw, for the other, i.e. 
a hook, in order to achieve the predictable results of anchoring the device to a bone. 
13. Claims 13 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Barker (U.S. Patent 6,660,004) in view of Vienney (WO 03/024343) further in view 
of Puno (U.S. Patent 5,360,431 ) further in view of Katz (U.S. Patent 5,989,254). 

The device of Barker as modified by Vienney as further modified by Puno 
discloses the invention as claimed except for the proximal end of the bone screw further 
comprising a depression disposed about the periphery, i.e. intersection of the upper and 
lower surfaces of the head of the bone screw and the inner cavity further comprising an 
appurtenance projecting substantially radially inward. Katz teaches a device (see Figure 
1) comprising a bone screw with a head, a rod, a locking assembly with a lower cap (16) 
and an upper cap (15), and a housing including flanges defining a channel and an inner 
cavity, wherein the bone screw head further includes a depression disposed about a 
periphery of the head and the inner cavity further includes an appurtenance that 
projects substantially radially inward into the depression in order to retain the housing 
on the screw during implantation (see column 2 lines 61-67). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
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provide the device of Barker as modified by Vienney as further modified by Puno 
wherein the head of the bone screw further comprises a depression and the inner cavity 
of the housing further comprises an appurtenance in view of Katz in order to retain the 
housing on the screw during implantation. 

Allowable Subject Matter 

14. Claim 15 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Response to Arguments 

15. Applicant's arguments, see pages 21-23, filed December 23 rd , 2009, with respect 
to the rejection(s) of claim(s) 55-59 and 61-68 under 35 U.S.C. 103(a) have been fully 
considered and are persuasive, i.e. the applicant's argument that Yuan teaches away 
from substituting the flanges for threads as taught by Vienney was found persuasive. 
Therefore, the rejection has been withdrawn. However, upon further consideration, a 
new ground(s) of rejection is made in view of the references to Barker, Vienney, and 
Puno as discussed above. Claims 1-4, 6-8, 10, 11, and 13-15 were not rejected with 
prior art in the previous office action, but the examiner has provided a new grounds of 
rejection for claims 1-4, 6-8, 10, 11, and 13-15 above. The examiner has provided new 
grounds of rejection not necessitated by the amendment making this office action non- 
final. 
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Conclusion 

16. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892 for cited references the examiner felt were relevant 
to the application. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nicholas Woodall whose telephone number is (571)272- 
5204. The examiner can normally be reached on Monday to Friday 8:00 to 5:30 EST.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas Barrett can be reached on 571-272-4746. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see h ttp ://pa i r-d i rect u spto .gov . Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Nicholas Woodall/ 
Examiner, Art Unit 3775 



